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DETAILED ACTION 

It is noted that claims 1-7, 9-10 and 12-16 are cancelled in the amendment filed 
10/15/2007. Claims 8, 11 and 17 are under examination. It is noted that in Office Action 
mailed 8/8/2007 claims 8, 11 and 17 were indicated as allowable, however on further 
consideration, new grounds of rejection are applied below. 

Specification 

The substitute specification filed 10/15/2007 has been entered. The statement of 
no new matter is provided in REMARKS page 6. Both marked and unmarked copies of 
the substitute specification have been provided in the filing of 10/15/2007. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

Claims 5-7 have been canceled, therefore their rejection as being 
anticipated by Surwit et al (WO 98/31396, 7/23/1998) is mooted. 

Claim 8 is rejected under 35 U.S.C. 102(a) as being anticipated by Surwit et 
al (WO 98/31396, 7/23/1998). 
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Surwit was previously applied as prior art that teaches a recombinant vector 
comprising a human UCP-2 promoter sequence. Although the method of claim 8 does 
not specifically use the word vector or plasmid, it does recite a UCP2 promoter 
sequence wherein the promoter sequence consists of all or a part of a base sequence 
consisting of nucleotides 1 to 2270 of SEQ ID NO: 1 , wherein the part of the base 
sequence consists of nucleotides 255 to 430 of SEQ ID NO: 1, nucleotides 255 to 717 
of SEQ ID NO: 1, nucleotides 717 to 1133 of SEQ ID NO:1, nucleotides 11 33 to 1389 of 
SEQ ID NO: 1 , nucleotides 255 to 1857 of SEQ ID NO: 1, nucleotides 571 to 2270 of 
SEQ ID NO: 1 , nucleotides 717 to 2270 of SEQ ID NO: 1, nucleotides 1133 to 2270 of 
SEQ ID NO: 1, nucleotides 1389 to 2270 of SEQ ID NO: 1, or nucleotides 1634 to 2270 
of SEQ ID NO: 

Surwit et al teach the identification and cloning of nucleic acid sequences 
encoding hUCP-2 and 5' sequences controlling the expression of hUCP-2. Surwit et al 
specifically disclose that the fragment contains the putative promoter region (see page 
16, lines 1-20). Further, Surwit et al teach the isolation of a lambda EMBL3 phage 
comprising ~14 kb of human sequences. This clone comprises all 8 exons of the human 
UCP-2 gene, as well as a minimum of 3 kb of DNA upstream of the putative +1 site (see 
page 32, lines 23-28 bridging to page 33, lines 1-5, in particular). Given the size of the 
genomic clones obtained by the inventors of the Surwit et al application (e.g. at least 3 
kb upstream of the transcription initiation site) and the fact that the sequences recited in 
the claims are all within -2.2 kb of the initiation site (e.g. see amended Figure 4 of the 
instant Specification), absent evidence to the contrary the clones obtained by Surwit et 



Application/Control Number: Page 4 

09/869,098 

Art Unit: 1636 

al necessarily comprise SEQ ID NO: 1 and the recited parts thereof. Therefore Surwit 
et al anticipate a human UCP-2 promoter sequence wherein the sequence consists of 
all or a part of a base sequence consisting of nucleotides 1 to 2270 or a part of the base 
sequence as recited in claim 8. 

Surwit et al teach methods of screening compounds for the ability to modulate 
the activity or expression of UCP2 (see page 18, lines 23-28 bridging to page 19, lines 
1- 10, in particular). Surwit et al teach constructs comprising a UCP2 promoter operably 
linked to a reporter gene which are introduced into host cells (see page 19, lines 12-23 
and page 13, for example), which meets the limitation of a base sequence encoding a 
reporter molecule inserted downstream of the human UCP2 promoter in a transformant. 

Surwit et al teach embodiments of the screening method wherein the expression 
of the reporter gene is examined in the presence and absence of the test compound 
(see page 19, lines 14-19, for example). Surwit et al disclose vectors comprising 
promoters other than the UCP2 promoter ,such as CMV promoters, SV40 promoter and 
MMTV promoters (see page 14, lines 1-13, for example) which meets the limitation of a 
base sequence encoding a reporter molecule but with no UCP-2 promoter. Surwit et al 
teach constructs comprising promoters operably linked to reporter genes which are 
introduced into host cells (see page 19, lines 12-23 and page 13, for example). It would 
be obvious to the skilled artisan to include a control vector comprising a sequence 
encoding the reporter molecule without the promoter being examined (i.e. without a 
UCP-2 promoter) in the promoter activity screening assay. Therefore, Surwit et al 
anticipate a method for screening a compound or its salt for inhibition or promotion of 
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human UCP-2 promoter activity comprising contacting a transformant comprising a 
human UCP-2 promoter sequence, wherein the human UCP-2 promoter sequence 
consists of all or a part of a base sequence consisting of nucleotides 1 to 2270 of SEQ 
ID NO: 1 or parts thereof and a base sequence encoding the reporter molecule inserted 
downstream of the human UCP-2 promoter and contacting a control transformant with 
a base sequence encoding the reporter molecule but with no human UCP-2 promoter 
with the compound or its salt and measuring the expression level of a reporter 
molecule comparing the expression levels thereof (claim 8). 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 11 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Surwit et al (WO 98/31396, 7/23/1998) in view of the Stratagene catalog (1988 

Table of contents, page 39). 

Applicants claim a kit for screening for a compound or its salt that promotes or 
inhibits a human UCP-2 promoter activity, which comprises a medium for culturing a 
host animal cell line, a plasmid for measurement of the human UCP-2 promoter activity, 
which comprise a human UCP-2 promoter sequence consisting of all or a part of a base 
sequence consisting of nucleotides 1 to 2270 of SEQ ID NO: 1 , wherein the part of the 
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base sequence consists of nucleotides 255 to 430 of SEQ ID NO: 1 , nucleotides 255 to 
71 7 of SEQ [13 NO: 1 , nucleotides 71 7 to 1 1 33 of SEQ ID NO: 1 , nucleotides 1 1 33 to 
1389 of SEQ ID NO: 1, nucleotides 255 to 1857 of SEQ ID NO: 1 , nucleotides 571 to 
2270 of SEQ ID NO: 1 , nucleotides 717 to 2270 of SEQ ID NO: 1 , nucleotides 1 133 to 
2270 of SEQ ID NO: 1, nucleotides 1389 to 2270 of SEQ ID NO: 1, or nucleotides 1634 
to 2270 of SEQ ID NO: 1; and a base sequence encoding a reporter molecule inserted 
downstream of the human UCP-2 promoter; and a host animal cell line. 

The teaching of Surwit et al has been detailed in the above rejection. Specifically 
Surwit et al teach plasmid clones comprising a human UCP-2 promoter sequence as 
claimed, operably linked to a sequence encoding a reporter protein. Surwit et al teach 
host animal cell lines for use in agent screening assays (see page 19, lines 17-24, for 
example). Surwit et al exemplify an assay in which an adipocyte cell line expressing 
UCP2 was cultured in a medium comprising an insulin sensitizing agent for seven days 
to determine the effect of the agent (see column 37, lines 22-28, for example) which 
meets the limitation of a medium for culturing a host animal cell line and a host animal 
cell line. It would be obvious to the skilled artisan to culture the host cell line in an 
appropriate medium to the host cell line being used to produce normal, healthy cell 
cultures. Surwit et al does not specifically teach that the plasmid as claimed comprising 
a human UCP2 promoter sequence linked to a sequence encoding a reporter molecule 
is combined with a host cell line and medium in a kit form. 

The Stratagene 1988 catalog discloses the advantage of using gene 
characterization kits. Stratagene teach that the advantage of a kit is that the variety of 
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different reagents are assembled and premixed specifically for a defined set of 
experiments, and that components of a kit are subject to quality control (see page 39, 
left column, in particular). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to combine the elements taught by Surwit et al into a kit because 
Stratagene teaches that it is advantageous to have reagents in a kit format. The 
motivation to combine the plasmid, medium and host cell line in a kit is the expected 
benefit as taught by Stratagene of being able to reduce waste of reagents and money 
because it is not necessary to buy or make large quantities of different reagents to 
begin a series of experiments. There is a reasonable expectation of success in being 
able to combine the multiple elements for promoter activity assays into a kit since it has 
worked previously in the cited reference. Given the teachings of the prior art and the 
level of skill of the ordinary skilled artisan at the time the invention was made, it must be 
considered that said ordinary skilled artisan would have had a reasonable expectation 
of success in practicing the claimed invention. Therefore, Surwit et al in view of the 
Stratagene catalog 1988 page 39 render obvious a kit comprising the plasmid as 
claimed, a medium for culturing a cell line and a host animal cell line (claim 11). 

Surwit et al teach that the UCP2 promoter can be operably linked to reporter 
genes such as luciferase and GFP (see page 19, lines 11-16, for example), which 
meets the limitation of a reporter gene that is luciferase (claim 17). 
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Conclusion 



No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura M. Mitchell whose telephone number is (571) 272- 
8783. The examiner can normally be reached on M-F 8:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on (571) 272-0739. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Laura M. Mitchell rP „ NE Qa^ 



Examiner 
1/3/2008 




